1. FDA MEDI CAL EQUI PMENT RECALLS AND ALERTS.

FOCD AND DRUG ADM NI STRATI ON ( FDA)
RECALLS/ ALERT NOTI CES

The following recalls are

reported in accordance with AFM.L 2-95,
nodi fications in
Chapter 2, Section D.
notification,
i nstructions.

Davi d Zenkosky,

di rected

recal |

CLASS | RECALLS:

page CE-4, and should be treated as
accordance wth that AFML and AFl 41-201,
If you possess any of these itens and have not received
you should contact the manufacturer for recall
Suspension is only required for Cass | itemns. (FOM Capt
DSN 343-4028)

None

CLASS || RECALLS:

6525NS

MDC 16602
PRODUCT

CODE
MANUFACTURER

RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

6515NS
MDC 13217
PRODUCT

CODE

MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

X-Ray Generators

X-Ray Cenerator, Mddel No. CP700. Recall #Z-142-7.
Al units.

Gendex- Del Medi cal [ magi ng Corporation, Franklin Park,
[I'linois.

Manuf acturer. FDA approved the firm s corrective action plan
on Novenber 20, 1996. Firminitiated field correction

ongoi ng.

Nat i onw de.

Undet er m ned.

Nonconpl i ance with performance standards for x-ray products in
that sel ection of one of the 3,072 possible selectable
exposure conditions failed to neet the firm s accuracy claim
for mAs sel ection.

[ ] None Present
[ ] Action Taken

I nf usi on Punps, Syringe
Baxa Mobdel 60001, Dual Rate Syringe Infusers, used for the
adm nistration of 1V drugs. Recall #Z-132-7.
Serial nunbers: 2001 t hrough 2089

2122 through 2181

2194 t hrough 2264

2266 through 2365

2367 through 2438.
Baxa Corporation, Engl ewood, Col orado.
Manuf acturer, by tel ephone on August 23, 1996.
recal | ongoi ng.
Nat i onw de.
392 units were distributed.

Firminitiated
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REASON

6515NS
MDC 13215
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON

The device has the potential to run at twi ce the speed for
which it is set.

[ ] None Present
[ ] Action Taken

I nf usi on Punps

EZ Fl ow 480 Anbul atory I nfusion Punps containing software
versions 2.2c or earlier. Recall #Z-133-7.

Various serial nunbers with software version 2.2c or earlier.
G sh Bionedical, Inc., (formerly Creative Medical

Devel opnents, Inc. (CVD)), Nevada City, California.

Manuf acturer, by tel ephone on February 23, 1996 and March 1
and 18, 1996. Followup letters were sent on June 11, 1996
and August 2, 1996. Firminitiated recall ongoing.

Nati onw de and international.

QUANTI TY 577 units were distributed.

REASON Due to a software error, the EZ-480 exhibits a faulty infusion
rate when placed in the pause node and subsequently restarts.
[ ] None Present
[ ] Action Taken

CLASS |11 RECALLS: None

MEDI CAL EQUI PMENT SAFETY ALERTS: None
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2. DRUG SUPPLY PRODUCT RECALLS AND MEDI CAL | NFORVATI ON. The Food
and Drug Administration (FDA) advises that the drug products |isted
bel ow were recall ed by the manufacturers or distributors concerned.
The FDA has classified these recalls as foll ows:

CLASS | : A situation in which there is a reasonabl e
probability that the use of, or exposure to, a violative product wl|
cause serious, adverse health consequences or death.

CLASS I'l: A situation in which the use of, or exposure to, a
viol ative product may cause tenporary or nedically reversible adverse
heal th consequences or where the probability of serious adverse
heal th consequences is renote.

CLASS I'l1: A situation in which the use of, or exposure to, a
violative product is not likely to cause adverse health consequences.
Most of these itens are nonstandard, and the possibility exists that
medi cal activities may have purchased themlocally. There is also a
possibility that sone of these itens have NSNs assigned and may have
been reported in earlier QA nessages. Activities having quantities
of [AUlJthese itens on hand will imedi ately suspend the materi el
fromissue and use. CONUS activities will contact the nearest office
of the respective manufacturer or distributor for disposition
instructions. OVERSEAS activities will report quantities suspended to
AFMLO FOCO no | ater than 24 FEB 97 for disposition instructions.
They shoul d i ncl ude nonencl ature; |ot nunber; manufacturer; quantity
suspended; strength size; requisition; and DPSC purchase order
number, contract number, and stock record account number (SRAN)
(FOMP), Bonnie Phillips, DSN (343-4170)

CLASS | RECALLS: None

CLASS || RECALLS:

NSN 6505 Nonst andard

PRODUCT Sol opak Sodi um Chl oride Injection USP, 0.9%
preservative free, packaged in 2 m, 3 n, and
10 M pre-filled syringes, used for diluting
or dissolving conpatible parentera
medi cations. Recall #D 039-7.

CODE Lot nunmbers: 96E002B, 96E004B, 96D015B.
MANUFACTURER Sol oPak Medi cal Products, Franklin Park,
Illinois.
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RECALLED BY Sol oPak Medi cal Products, Elk G ove Vill age,
Illinois, by letter dated October 25, 1996.
Firminitiated recall ongoing.

DI STRI BUTI ON Massachusetts, W sconsin, Tennessee, Texas,
Illinois, North Carolina, New Jersey, Florida,
Okl ahoma, Loui si ana, New York, California,
Pennsyl vani a, M chi gan.

QUANTI TY 47,520 syringes were distributed; firm
estimted that 48 percent of the syringes
remai ned on market at tinme of recal
initiation.

REASON Lack of adequate assurance of sterility.

[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT (a) Whole Blood; (b) Red Blood Cells; (c) Red
Bl ood Cells, Deglycerolized; (d) Platelets;
(e) Platelets, Pheresis; (f) Fresh Frozen
Plasma; (g) Single Donor Plasma Liquid; (h)
Cryoprecipitated AHF, (i) Recovered Pl asna.
Recal | #B-534/542-6.

CODE Cont act FDA, Center for Biologics Evaluation
and Research, O fice of Conpliance (301) 594-
1191 for individual unit nunbers recalled.

MANUFACTURER The Anmerican National Red Cross, Arlington,
Vi rgi ni a.

RECALLED BY Manufacturer, by letters from 1988 t hrough
1995. Firminitiated recall ongoing.

DI STRIBUTION  Nationw de and international.

QUANTI TY Approxi mately 11,286 units of various bl ood
products were distributed.
REASON Bl ood products tested negative for the

anti body to the human i nmunodefici ency virus
type 1 (anti-H V-1) and the hepatitis B
surface antigen (HBsAg) but were coll ected
from donors who previously tested repeatedly
reactive for anti-H V-1 or HBsAg and had
confirmatory testing inappropriately repeated
or indeterm nate Western blots incorrectly
interpreted as negati ve.

[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard
PRODUCT (a) Al bum nar-25; (b) Al bum nar-20; (c)
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Al bum nar-5; (d) Mnocl ate-P; (e) Plasma Pl ex.
Recal | #B-026/030-7.

CODE (a-c & e) Al in-date lots; (d) Lot #P72304.

MANUFACTURER Centeon L.L.C., Kankakee, Il1linois.

RECALLED BY Centeon L.L.C., A company of Arnour and
Behring. King of Prussia, Pennsylvania, by
t el ephone on Septenber 20, 1996, and by
letters on Septenber 23 and 24, 1996, and
Cct ober 4, 1996. Firminitiated recal
ongoi ng. See also FDA tal k paper T96-67,
Cct ober 4, 1996.

DI STRI BUTI ON Nat i onwi de and i nternational.

QUANTI TY 18,508 - 50 mM vials and 1,677 - 500 m vials
of 5% and 70,922 - 50 mM vials and 52, 135 -
100 m vials of 25% Al bum nar in the dropped
| ot category were distributed. The firm
estimtes that 30% of the vials remain on the
market; 1,595 vials of Mnoclate-P were
distributed, with the firmestimting that 250
vials remain on the market.
The armount of Al bum nar and Pl asma Pl ex
distributed is not available at this tine.
The firmestimates that 30% of the distributed
product remai ns on the market.

REASON Bi ol ogi cal products that are sensitive to
envi ronnmental contam nati on may not have been
processed according to current Good
Manuf act uri ng Practi ces.

[ 1] None Present
[ 1 Action Taken

NSN 6515 Nonst andard

PRODUCT Stai nl ess Steel Geenfield Vena Cava Filter
with 12 French Introducer System a
permanently i nplanted device designed to
protect against pul monary enbolismwhile
mai nt ai ni ng patency of the vena cava.
Recal | #Z-146-7.

CODE Cat al og #50-400. All Ilots.

MANUFACTURER Boston Scientific Corporation, Watertown,
Massachusetts.

RECALLED BY Boston Scientific Corporation, Natick,
Massachusetts, by letters on April 29, 1996,
and Cctober 26, 1996. Firminitiated recal

ongoi ng.
DI STRI BUTI ON Nat i onwi de and i nternational.
QUANTI TY 4,898 devices were distributed.
REASON The gui dewire can becone wedged in the apex of
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NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

the vena cava filter
appr oach.

usi ng the jugul ar

[ 1] None Present
[ 1 Action Taken

6530 Nonst andard

Devon Poi nt of Use Cabi net:
No. 4842; (b) Model Reorder
accessory to the Devon Poi nt
Gator. Recall #Z-140/141-7.
Al [|ots.

G aphic Controls (Devon |Industries),

Chat sworth, California.

G aphic Controls Corporation, Buffalo, New
York, by visit and by letters dated August 26,
1996, and Septenber 4, 1996. Firminitiated
recal | ongoi ng.

Nat i onwi de and i nternational.

(a) 10,840 cabinets; (b) 2,580 cabinets were
di stri but ed.

The solid color of the door of the sharps
cont ai ner cabinet may affect the ability of
the user to determine the fill |evel of the
needl es and syringes allow ng for the
potential of needlestick injuries.

(a) Model Reorder
No. 4844, an
of use Sharps-a-

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

Opus Rubel |l a Test Modul es and OQpus Rubel | a- M
Test Mddul es: (a) OPUS* Rubella Test Mdul es,
Cat al og No. 464-050,

(b) OPUS* Rubel |l a-M Test Modul es (Foreign

Di stribution), Catal og No. OANJUX/ 25 and

OWUX/ 45. Recal | #Z-148/149-7.

Lot nunbers: (a) Lot Nos. RBC6, RBC9, RBD3,
RBD4, RBD5, RBD6; (b) RMC8, RMC9.

Behri ng Di aghostics, Inc., Wstwood,
Massachusetts.

Manuf acturer, by tel ephone on Cctober 29,
1996, followed by letter. Firminitiated
recal |l ongoi ng.

Nat i onwi de and i nternational.

Quantity estimated in distribution:

RBC6 5 boxes; RBC9 11 boxes
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RBD3 13 boxes; RBD4 26 boxes
RBD5 39 boxes; RBD6 72 boxes
RMCS8 2 boxes; RMC9 54 boxes.

REASON Negative control yielded indetermnate
results, and there was a high incidence of
fal se positive test results.

[ 1] None Present
[ 1 Action Taken

NSN 6550 Nonst andard

PRODUCT MPI MAA Kit, for the preparation of Technetium
Tc 99m Al bum n Aggregated Injection, in
mul tidose vials containing 2.5 ng al bum n
aggregated, 5.0 ng al bumi n human, 0.06 ng
stannous chloride, and 1.2 ng sodium chl ori de.
Recal | #D-046-7.

CODE Lot nunmbers: V-1298 EXP OCT 04 96,

V- 1381 EXP FEB 07 97, WO0069 EXP FEB 21 97
W 0289 EXP MAR 21 97.

MANUFACTURER Merck Frosst Canada, Inc., Quebec, Canada.

RECALLED BY Medi - Physi cs, Inc., an Anersham conpany,
Arlington Hts., Illinois (own | abel
distributor), by telephone on Novenmber 12,
1996. Firminitiated recall ongoing.

DI STRIBUTION  Nati onw de and Hong Kong.

QUANTI TY 2,423 kits were distributed; firmestimted
that very little, if any, product renmined on
mar ket at tinme of recall initiation.

REASON Lack of adequate assurance of sterility of the
human al bum n conponent manuf act ured by
Cent eon, Kankakee, Il1linois.

[ 1] None Present
[ 1 Action Taken
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CLASS 111 RECALLS:

NSN 6505 Nonst andard

PRODUCT E- Z- EM brand barium sul fate suspensi ons, R,
contained in 64 fluid ounce HDPE j ugs:

(a) Liquid Polibar Plus; (b) Liquid E-Z-Paque;
(c) E-Z-AC. Recall #D-040/042-7.

CODE (a) Catal og #L168, Lot nunbers: 1B8693A,
1B8693B, 1B8693C, 1B8694A, 1B8694B, 1B8694C,
1B8695A, 1B8695B and 1B8695C. All lots expire
1/97; (b) Catal og #L186, Lot nunbers: 4B8690,
4B8691, 4B8692 (expire 4/97), 5B9050, 5B9051
and 5B9052 (expire 5/97); (c) Catal og #L178,
Lot nunbers: 1B8669A, 1B8669B, 1B8669C (expire
1/97), 2B8670A, 2B8670B, 2B8670C (expire
2/97), 2B8671A, 2B8671B, and 2B8671C (expire
2/ 97).

MANUFACTURER Ther apex, Division of E-Z-EM Canada Inc.,
Provi dence of Quebec, Canada.

RECALLED BY E-Z-EM Inc., Westbury, New York
(distributor), by tel ephone on COctober 9,
1996, followed by letter october 22, 1996.
Firminitiated recall ongoing.

DI STRI BUTI ON  Nati onw de.

QUANTI TY Vol une of product in conmerce:

(a) Liquid Polibar Plus, Catal og #L168
1B8693A: 140 units
1B8693B: 149 units
1B8693C:. 98 units
1B8694A: 146 units
1B8694B: 142 units
1B8694C. 111 units
1B8695A: 144 units
1B8695B: 157 units
1B8695C:. 109 units

(b) Liquid E-Z-Paque, Catal og #L186
4B8690: 435 units

4B8691: 434 units

4B8692: 426 units

5B9050: 428 units

5B9051: 426 units

5B9052: 426 units.

(c) E-Z-AC, Catalog #L178
1B8669A: 146 units
1B8669B: 146 units
1B8669C. 111 units
2B8670A: 151 units
2B8670B: 140 units
2B8670C: 10 units
2B8671A: 148 units
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2B8671B: 29 units
2B8671C. 60 units.

REASON Lots fail specifications for total solids and
assay; lots are also clunping and are
difficult to resuspend.

[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT Phenterm ne HC Capsul es, USP, 30 ngy
(Blue/Cd ear), in HDPE bottles of 1,000, Rx
product indicated in the nanagenment of
exogenous obesity. Recall #D 043-7.

CODE Lot No. 6H163 EXP 8/00
Lot No. 6H164 EXP 8/00
Lot No. 6H165 EXP 8/00.

MANUFACTURER Eon Labs Manufacturing, Inc., Laurelton, New
Yor k.

RECALLED BY Manuf acturer, by letter on October 28, 1996.
Firminitiated recall ongoing.

DI STRI BUTI ON Nat i onwi de and Puerto Rico.

QUANTI TY The follow ng quantities were distributed per
| ot:
6H163 - 2,395 bottles
6H164 - 2,458 bottles
6H165 - 2,447 bottles.

REASON Sorme lots are |labeled with incorrect
expiration -- A four-year expiration period
was assigned rather than a two-year period.

[ 1] None Present
[ 1 Action Taken

NSN 6505 Nonst andard

PRODUCT Betuline Lotion, in 2 ounce bottles, topica
met hyl salicylate, OTC drug indicated for
tenporary relief from m nor aches and pains.
Recal | #D-044-7.

CODE Lot #55-060 EXP 04/ 97.
MANUFACTURER Fer ndal e Laboratories, Inc., Ferndal e,
M chi gan.
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RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON
QUANTI TY

REASON

NSN
PRODUCT

CODE
MANUFACTURER
RECALLED BY

DI STRI BUTI ON

QUANTI TY
REASON

10

Manufacturer, by letter on Septenber 27, 1996.
Firminitiated recall ongoing.

Illinois, Indiana, Kansas, M chigan, M ssouri,
New York, North Carolina, Ohio, Pennsylvania.
17, 640 bottles were distributed.

Potency is not assured through expiration date
-- One stability lot is subpotent for nethyl

Salicyl ate.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard
Der mal i ne Ski n-Bl eaching Cream packed in 1

ounce, 2 ounce and 4 ounce plastic jars, a
non-prescription skin cream Recall #D 045-7.
| ND #13505.

Lei von Cosnetics, Inc.,
Dom ni can Republi c.

Sant o Domi ngo,

Castillo Distributor, Inc., Little Ferry, New
Jersey, by letter on October 29, 1996. Firm
initiated recall ongoing.

New Yor k, New Jersey.

Approximately 8 cases (144 8-ounce jars per
case); 7 cases (144 2-ounce jars per case);
719 cases (48 4-ounce jars per case) were
distributed; firmestimted that little or no
product remai ned on nmarket at tinme of recal
initiation.

FDA anal ysis found that product does not
contain | abeled active ingredient,

hydr oqui none.

[ 1] None Present
[ 1 Action Taken

6505 Nonst andard
Congess SR, packaged in bottles of 100, Rx

decongestant. Recall #D-047-7.
Lot #6041479 EXP 2-97.
Fl em ng & Conpany, Fenton, M ssouri.

Manuf acturer, by tel ephone on Novenber 18,
1996. Firminitiated recall ongoing.

Nat i onwi de.

800 bottles were distributed.

FDA analysis found this lot failed the rel ease
rate test -- the 4th hour release interval for
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NSN
PRODUCT

11

Pseudoephedri ne was found to be 90%
specification is not

[ ]
[ ]

t he

nmore than 88%

None Present
Action Taken

6515 Nonst andard

Ti-Fit
Fenor al

whi ch have not

fol |l owi ng Product

(Titanium Stenm) Tot al
St em

H p System

I npl ant abl e Ort hopedi ¢ Devi ces,
been i npl ant ed,
Nunmbers and Lot

under the
Number s:

Donesti c Catal ogue Nunbers/ Description
(a) 12-4301/Size 1 Stem
Col | ared

12- 4302/ Si
12- 4303/ Si
12- 4304/ Si
12- 4305/ Si
12- 4306/ Si
12- 4307/ Si
12- 4308/ Si
12- 4309/ Si

e
e
e
ze
ze
ze
ze
ze

OCO~NOUTEAWN

St em
St em
St em
St em
St em
St em
St em
St em

120
130
140
145
150
155
160
170

115 mm Lengt h,

Col | ared
Col | ared
Col | ared
Col | ared
Col | ar ed
Col | ar ed
Col | ar ed
Col | ar ed

Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,

33333333

916470/ Size 2 Stem 170 mm Length, Coll ared
916507/ Size 1 Stem 165 mm Length, Coll ared
(b) 12-4331/Size 1 Stem

Col |l arl ess

12- 4332/ Si
12- 4333/ Si
12- 4334/ Si
12- 4335/ Si
12- 4336/ Si
12- 4337/ Si
12- 4338/ Si
12- 4339/ Si

ze
ze
ze
ze
ze
ze
ze
ze

OCO~NOUTEAWN

St em
St em
St em
St em
St em
St em
St em
St em

120
130
140
145
150
155
160
170

115 mm Lengt h,

Col |l arl ess
Col |l arl ess
Col |l arl ess
Col |l arl ess
Col |l arl ess
Col |l arl ess
Col |l arl ess
Col |l arl ess

Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,

33333333

Forei gn Catal og Nunbers/ Descri ption
(c) 52-4301/Size 1 Stem
Col | ared

52-4302/ Si
52- 4303/ Si
52- 4304/ Si
52- 4305/ Si
52- 4306/ Si
52-4307/ Si
52- 4308/ Si
52- 4309/ Si

ze
ze
ze
ze
ze
ze
ze
ze

OCO~NOOUITEAWN

St em
St em
St em
St em
St em
St em
St em
St em

120
130
140
145
150
155
160
170

(d) 52-4331/Size 1 Stem

Col |l arl ess
52-4332/ Size 2 Stem 120 nm Length, Coll arl ess
52-4333/Size 3 Stem 130 nm Length, Collarl ess

115 mm Lengt h,

Col | ared
Col | ared
Col | ared
Col | ared
Col | ared
Col | ared
Length, Col | ared
Length, Col | ared
15 nm Lengt h,

Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,
Lengt h,

33333333

=

ATCH 2 AFMLL 01-97



52-4334/ Si ze 4 Stem 140 nm Length, Coll arl ess
52-4335/Size 5 Stem 145 nm Length, Coll arl ess
52- 4336/ Si ze 6 Stem 150 nm Length, Coll arl ess
52-4337/ Size 7 Stem 155 nm Length, Coll arl ess
52-4338/ Si ze 8 Stem 160 nm Length, Coll arl ess
52-4339/Size 9 Stem 170 nm Length, Collarl ess

(e) 71971403/ Custom nmade product
71971404/ Cust om made product
71971405/ Cust om made product
71971406/ Cust om made product
71971407/ Cust om made product
914334/ Cust om made product .
Recal | #Z-135/139-7.

CODES The following lots, all of which were
manuf actured prior to October 1994 and shi pped
to donestic accounts, are subject to recall
Seven (7) digit Lot Nunbers beginning with the
fol | owi ng:
1U; 2U; 3U, 4U, 1W 2W 3W 4W 1X; 2X; 3X
4X; 1Y; 2Y; 3Y; 4Y; 1Z; 2Z; 3Z; 4Z; 1A; 2A;
3A; 4A; 1B; 2B; 3B; 4B; 1C 2C, 3C; 4C, 1D
and 2D.
Ten (10) digit Lot Nunbers beginning with the
fol | owi ng:
405; 406; 407; 408; and 409
The following lots, all of which were shipped
to foreign accounts, are subject to recall
1. Al lot nunbers beginning with the letter
"T" that have only eight (8) digits,
i ndi cati ng production before 1989; and,
2. Al lot nunbers beginning with the letter
"T", which have nine (9) or ten (10) digits
and where the sixth digit (which indicates the
year) is smaller than "5"; and,
3. Lots with the sixth digit as a "5" and
begi nning with the follow ng digits:
TO0465, T00475, TO00495, TO0505, TO00545,
TO0745, TO01145, TO01165, T01245, T02215,
T03665, T03675, TO03895, T04795, TO04835,
T04845, TO04855, T04865, T05725, TO05735,
TO7875, and TO7885 and,
4. Lots with the sixth digit as a "6" and
begi nning with the follow ng digits:
T00226, T00236, T00246, T00256, T00266,
T00276, T00286, T00296, T00306, TO0316,
TO0336, T00346, TO00356, T00366, TO0376,
TO0386, T00396, T01436, T01466, T01496,
T01506, TO01516, T03326, T03356, T03436,
T03476, T03976, T06396, and T06406.

MANUFACTURER Smith & Nephew Richards, Inc., Smth & Nephew
Ot hopedi cs, Menphis, Tennessee.

12 ATCH 2 AFMLL 01-97



RECALLED BY
DI STRI BUTI ON

QUANTI TY
REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON
QUANTI TY
REASON

NSN
PRODUCT

CODE
MANUFACTURER

RECALLED BY

DI STRI BUTI ON

13

Manuf acturer, by letter on Septenber 26, 1996.
Firminitiated recall ongoing.

Nati onwi de and international.

4,200 systens were distributed.

Laser etching may cause the fenoral stens to
fracture in use, requiring revision surgery to
repl ace the broken hip inplant.

[ 1] None Present
[ 1 Action Taken

6515 Nonst andard

Condyl ar Bone Screws, Catal og #CS027-08/ 10.
Recal | #Z-145-7.

Lot #2076.

Konmet Medical, Savannah, Georgia (supplier of
SCrews).

TM) I nplants, Inc., Colden, Col orado, by

t el ephone, followed by letter sent by fax on

Cct ober 7,
conpl et e.
Pennsyl vani a, Tennessee, Texas.

8 packages of 7 screws each were distributed.
Some Condyl ar Bone Screws were in packages

| abel ed as Fossa- Em nence Bone Screws, and
sone Fossa- Em nence Bone Screws were
incorrectly |abeled as Condyl ar Bone Screws.

1996. Firminitiated recal

[ 1] None Present
[ 1 Action Taken

6550 Nonst andard

Vitros 250 and 950 Reference Fluids, used as a
reference fluid for potentionetric assays on
the Vitros (fornmerly Ektachem) 950 Chenistry
System and Vitros (fornmerly Ektachem 250

Anal yzer: (a) Vitros 250, Catal og #176 5304;
(b) Vitros 950, Catal og #805 7812.

Recal | #Z-143/ 144-7.

Lot nunbers: (a) MO057; (b) Ki1423, ML460,
P1492.

Johnson & Johnson Cinical Diagnostics,
Rochest er, New York

Johnson & Johnson Cinical Diagnostics,
Rochester, New York, by letter dated Septenber
30, 1996. Firminitiated recall ongoing.

Nat i onwi de and i nternational.
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QUANTI TY (a) 1,952 boxes (30 units per box); (b) 3,833
boxes (30 units per box) were distributed.
REASON A portion of these lots had a diluted
el ectrolyte concentration that could result in
a shift in the sodiumand chloride results.

[ 1] None Present
[ 1 Action Taken

URGENT DRUG RECALL

Ref erence Q A. nessage 6309-0031, Subject: Urgent Drug Recall, NSN s
6505- 01- 420- 4959/ 6505- 01- 420- 4960, Lot nunbers: 00576P, 00786P and
00966P. The follow ng additional |lots are being voluntarly recalled
by Parke-Davis , Division of Warner-Lanbert Conpany:

NSN' S: Maybe cat al oged under 6505-NS, 6505-01-420-4959,
6505- 01- 420- 4960
PRODUCT: Fl uogen (I nfluenza Virus Vaccine, Trivalent,
Types A and B
LOT NUMBERS: 00176P, 00276P, 00586P, 00676P, 00686P,
00886P, 00986P and 01066P
REASON:  Decreased potency of the A Nanchang 933/95
(H3N2) conponent of the vaccine.
The recall of these lots is being extended to the
physician/clinic |evel. The above materiel is not depot stock
but coul d have been procured locally. These |lots would have been
di stri buted between July and Septenber 1996. |If you have any of
the above materiel on hand, please stop use and pronptly return
to the foll ow ng:
Par ke- Davi s
Munsonhur st Road Conpl ex
Franklin, NJ 07416
If you have any questions, please contact Parke-Davis, Medica
Affairs Department, 1-800-223-0432, Coml: 201-540-2117.
Rei mbur senment for the returned goods and shipping cost will be
made by credit nenorandum or check. For any Air Force dinica
informati on you may contact HQ AFMOA/ SCOP, Attn: Lt Col Eggert,
at DSN:. 297-1837, Coml: 202-767-1837.
This Confirms Q A. nessage 6353-0034.

[ 1] None Present
[ 1 Action Taken
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